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considered to be a wittai opinion of the Intemadtaial Preliminary Examimng Authority. 

(jgist, eta) opinion contains indications relating to the following items: 



2. This first 



Box No- 1 Basis of the opinion 

I I Box No. n Wority 

^ BoxNo.ni Noi^establishmcnlofopiiuonwlh regard to novelty, inventive sl^ 

i I Box No. IV La«*. of iMihy of invention 

1^ BoxNo. V Reasoned statement under Rule 66.2(a)(ii) with regard to novelty, inventive step or industrial applicability; 

dtations and explanations supporting such statement 

I I Box No. VI Certain documents dted 

\ I BoxNcVn Cerimn defects in the int^ational ^plication 

Box No. A/TO Certain observati<Mis on the International applicatiim 



3. TTie^licant is hereby fBwtcd to reply to this opimon. 

When? Seethetimelimitindicatedabove.TTieapplicantmay,beforetheexp^^^ 

grant an extension, see Rule 66^(e). 
How? By submitting a written T^ly, accompanied, where appropriate, by am^<hnents, according to Rule 663. 

For the form and the language of the amendment^ see Rules 66.8 and 66.9. 
Also For the examiner's dbtig9tion to consider amendments and/or arg^cnts, see Rule ii^Ahis, 

For an mformal communication vrith the examiner, see Rule 66.6. 

For an additional oppoitunity to submit amendments, see Rule 66.4. 
If no reply is filed, the mtcmational preliminary examination report will be established on the basis of this opmion. 
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Box No. I Basis of the opinion 



With regard to the tenguage. this opmion has been established «o ftc basis of the intemalional appUcatkm in the langaaee toj 
which it was filed, unless otherwise indicated under tWs item. 

O ™sopinionisbasedonatranslati<mftomthcorigi^ : ' 

which is the langaagp of a translation furnished for the purposes of: 

I j international seardi (under Rules 12.3 and 23.1(b)) 

j I pubtication of the international application (under Rule 1 2.4) 

I \ intemationai piduninaiy examination (under Rides 55,2 and/or 553) 

With regml to the elements of the intemationai application, this opinion has ^-f^^^^^^fT^^^^ 

"crfginalfyfiledL'*): 

the oitemational application as origmally filed/fumished 



[ } the description: 



as origjnally filed/furmshed 



received l^ tWs Authority on 
received by this Authority on 



□ 



the claims: 
pa^ 



as OT^ally filed/iiirQished 
; amended (together with any stat^ent) undo- Artide 19 



received by this Authority on 
received by this Authority on 



j \ the drawing^: 



as originally filedZ&mished 



received by this AuthcMity on 
received by this Authority on 



a sequence listing and/or any related table(s) - see Supplemental B«c Rdatmg to Sequence Listing, 



3. 1^ The amendments have resulted in the cancellation of: 

□ 
□ 
□ 



the description, pages 

the clauns, Nos. 

the drawings, sheets/fig? 



□ 
□ 



the sequence listing fs/>e<:{3'^: 

any table(s) idated to the sequence listing (speedy. 



n TOsopinionhasbeenestabUshedasif(so„H.ol)theamendmentshadnrt^^^ 

^ gpbeyondthedisclosurcasfiled,asindicatedinthcSupplementalB«x.(Rute70.^^^^^ | 

□ 
. □ 
□ 



the description, pages 
the cldms, Nos. 



the drawings, sheets/fig^ ^ 

I I the sequence listing ("j/^ced^^: , 

j I any table(s) related to the sequence « sting (speedy)'. 
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SnppIemeBtai Box Relating to Sequence listing 



Continuation of Box No. I, Item 2: 

L With re^ to any nucleotide and/or amino acid sequence disclosed in the international appUcation and necessaiy to the claimed 
invention, this opiraon viras estafoUshed on the basis of: 

a. type of material 
IXI a sequence listing 
I I tab!e(s) related to the sequence listing 

b. fonnat of material 
1 I in written fermat 
1X1 in computer readable form 

a time of filing^fumishing 

n oontajned m the international application as filed 

13 filed together with the international application in computer readable form 
I I furnished subsequently to this Authority for the pmposes of search and/or examination 
I \ received by this Authority as an am^dment on . 



□ In addition, m the case that more than one version or copy of a sequence listing and/or table(s) relatmg ttiweto has bc«i 
filed or fiimished, the reqiriicd statements fliat the information m the subsequent or additional copies is identical to that in 
the application as filed or does not gp beyond the appUcalion as filed, as ^rojMriate, were furnished. 



3. Additional comments: 
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Box No. m NoD-establisbment of opinion wHh regard to Dovelty, inventive step and industrial applicability 



Ibe questions whether the claimed invention app^ 



applicable have not been examined in respect of: 
I I the entire international application 

claims Nos. 1-3 (partially)/ 25 



because: 



the said international application, or the smd clanns Nos. 25 . — ^^^sa.\^ 

relate to the followmg subject matter which does not require an Intemalionai prehminaiy exammalion ftpecift). 

Claim 25 relates to a machine readable data storage medium, 
which is considered to be a mere presentation of information 
(PCT Rule 67.1 (V) ) . 



the description, clamis or drawings (indicate particular elements below) or said clanns Nos. 1 3 (part.) 

are so unclear that no meaningad opinion could be formed (specify )i 
Present claims 1-3 relate to a compound containing a binding 
pocket. The compound is not considered to be sufficiently 
defined. It is even uncertain whether the binding pocket is 
sufficiently defined by the structure coordinates in order to 
be reproducibly generated (see also box VIII). 

Claims 1-3 relate to an extremely large number of possible 

compounds . , , 

• ••/ / 

□ . . . .J . • -VT are so inadequately supported 

thedauns^orsaidciaunsNos. ^ ^ 

Iqr the description that no mearangfol opinion could be formed. 
i3 nointonalionalsearchreporthasbeenestablishedfMsaidclaimsNos. 1-3 (partially) , 25 

PI tbenucleotideand^oraminoacidsequenceUstingdoesnoloomplywith^^ 
' — * Administrative InstnicHons in that: 

the written form Q has not been furnished 

j I does not comply with the standard 
the computer readable form Q has not been furnished 

j I does not comply with the standard 
n the tables related to the nucleotide and/or aniino acid sequent listing, if in computer readable fbrni only, do not comply ^th 
^ the technical requiremenls provided for in the Annex C-Ws of the Administrative Instructions. 

I I See Supplranental Box for fiirther details. 
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Sapplemental Box 



In case the space id any of the preceding 
Continuation oi: Box III . 2 



boxes is not snfficiest. 



Support within the meaning of Article 6 PCT and dxsclosure 
within the meaning of Article 5 PCT is to be found, however 
for only a very small proportion of the compounds claimed. In 
the present case, the claims so lack support, and the 
application so lacks disclosure, that a meaningful examination 
over the whole of the claimed scope is impossible. 
Consequently, the examination has been carried out ^hose 
parts of the claims which appear to be supported and 
disclosed, namely those parts related to a compound consisting 
of the IgG kappa constant region (either the light chain alone 
or in combination with the heavy chain) . 





International application No. 


WRITTEN OPINION OF THE 


PCT/SE 2003/001435 


INTERNATIONAL PRELIMINARY EXAMINING AUTHORITY 



Reasoned statement under Rule 66^(a)(ii) with regard to novelty. Inventive step or industrial applicability; 
citations and explanations supporting sucli statement 



1. Statement 

Novelty (N) Claims 1-3 (NO> 

Claims 

Inventive step (IS) Claims 1-^4 (NO) 

Claims 

Industrial applicability (lA) Claims 

Claims 



2. Citations and explanations: 

Reference will be made to the following relevant documents 
cited in the International Search Report: 

Dl) The Journal of Biological Chemistry, 271 (21) : 12191-12198 
(1996) , Chacko S & Padlan E A. 

D2) Pathology International, 51 (4) : 264-270 (2001), Hoshii Y 
et al . 

Dl discloses the 3D- structure of the Fab fragment from 
TR1.9, which is a h\iman igGl-kappa autoantibody (see the 
abstract) • 

D2 describes synthetic peptides corresponding to 
positions 116-133 of a human Ig-kappa light chain 
constant region cuid polyclonal antibodies against said 
peptides for the detection of disease (the abstract) . 

The present application relates to the identification of 
a novel binding site, which is located in a strictly 
conserved region located between a light chain and a 
heavy chain of a human IgG kappa antibody. The aim is to 
identify compounds which are capable of binding 
specifically to said binding site and thereby may be used 
as affinity ligands in affinity chromatography for the 
purification of IgGs. 

The subject-matter of claims 1-3 is not restricted to the 
newly identified binding site. Instead, claims 1-3 also 
relate to previously known compounds, such as the Fab 
fragment disclosed in Dl, and therefore claims 1-3 lack 
novelty. 

• ••/ / 
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Supplemental Box 

In case the space in any of the preceding boxes is not sufficient. 
Continuation of: box V 

The polypeptide according to claims 4-8, the complex 
according to claims 9-11 and the computer according to 
claims 23-24 are novel. 

However, it is previously known to isolate the constant 
region from an igG- kappa Fab fragment and D2 describes 
peptides corresponding to parts of the constant region. 
It is therefore considered obvious to a person skilled in 
the art to isolate a polypeptide according to claims 4-8. 
The structure coordinates which are described in claims 
7-8 do not lead to a different product. 

The isolated and purified polypeptide according to claims 
4-8 (consisting of a limited portion of a human IgG light 
and/or heavy chain) has not been produced and used in the 
present application. Instead, an entire IgG-kappa Fab 
fragment has been used in the experiments for identifying 
ligands. But even if such a polypeptide were to be 
produced, it would not be considered to involve an 
inventive s t ep . 

The complex according to claims 9-11 and the computer 
according to claims 23-24 are not considered to confer 
any further inventive features per se. 

Therefore, it is considered that an inventive step is 
lacking for the subject-matter of claims 4-11 and 23-24. 

The method of claims 12-18 and the use according to 
claims 19-22 are novel. 

It is doubted that the method or the use would function 
if a polypeptide consisting of a portion of the light 
chain only or a portion of the heavy chain only would be 
used. 



• • • / / • . • 
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Supplanental Box 



In case the space in any of the preceding boxes is not sufficient. 

Continuafionof: box V 

Consequently, with the present reference to claims 4-5, 
the subject-matter of claims 12-22 is not considered to 
involve an inventive step. 

It is considered that the method and the use would work 
if (parts of) the constant regions of the light and of 
the heavy chain are used together. The region containing 
the relevant binding pocket should be clearly described 
in the claims, in order to exclude the two clefts which 
were also identified by the present inventors but not- 
further investigated, or other possible binding pockets 
yet to be identified in the constant region. 
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Box No. Vm Certain observations on tlie International application 



The foUowing observations on tlie clarity of the claims, description, and dra^ving* or on the quesfion whether the claims are fiilty 
supported by the description, are made: 

Claims 1-3 relate to a coinpound containing a binding pocket. 
The coinpound is not considered to be sufficiently defined^ It 
is even uncertain whether the binding pocket is sufficiently 
defined by the structure coordinates in order to be 
reproducibly generated (see also box III) . 
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